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AMENn MENTS TO THE CI,ATMS 
1-6 (CancdJed). 

7 (Pteviously Ptcsented). A ueuromuscular stimulation assembly comprising 
at least one electrode sized and configured for implantation in a largeted neural or 
muscular tissue region, 

a percutaneous lead electrically coupled to the electrode and including an exposed 

region adapted to be projectiag through an external skin surface, 

a carrier sized and configured to be worn on thi: external skin surface, 

drcuitry carried on-board the carriet configured to generate a stimuladyu pulse, 

a communicfltbn bay carried on-board the carrier that is electrically coupled to die 

circuitry, the communication bay being sixed and configured to establish a communication link 

between tiie circuitry and an external device, the communication bay also being sized and 

configured to hold a power source, and 

an electrode connection element carried on-board the cariier that is electrically 

coupled to the ciicuitry. the electrode connection elemciit being sized and configured to electrically 

engage at least a portion of the exposed region of the lead to electrically couple the electrode to die 

ciicuitry to percutaneously apply the stimulation pulse to the tissue region. 

8 (Previously Presented). A neuromuscular stimulation assembly comprising 

at least one electrode sized and configured for implantation in a targeted neural or 

tnu.scular tissue region. 

a percutaneous lead electrically coupled to the electrode and including an exposed 

region adapted to be projecting through an external skin surfece, 

a earner sized and configured to be worn on the external skin surface, 

circuitry carried on-board ±& carrier configured to genera lc a stimulation pulse, 

a communication bay carried on-board the carrier that is electrically coupled to the 

circuitry, the communication bay being si^ed and configured to establish a comxnuiucation link 

between the circuitry and an external device, the communication bay also being sized and 

configiued to hold a power source that can be released and replaced, and 

an electrode connection element carried on-board the earner that is electrically 

coupled to the circuitry, the electrode connection element being sized and configured to electrically 
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engage at least a portion of the exposed region of the lead to electricaUy couple tlie electrode to the 
cirmtty to percutaneoualy apply the stimulation pvdse to the tissue region. 

9 (Original). An assembly according to claim 8 

ftuther indxiding instructions piesctibiiig the release and replacement of die powet 
source according to a preset sdiedule. 

10 (Original). An assembly according to daini 7 or 8 
wherein the power source comprises a battery. 
11-12 (Cancelled). 

13 (Previously Presented). A neuromuscukr sdmulation assembly comprising 
at least one elecuode sized and configured for implantation in a targeted neural or 
muscular tissue region, 

a percutaneous lead electrically coupled to the electrode and including an exposed 
region adapted to be projecting through an external skin surface, 

a carriet sized and configurcsd to be worn on the external skin surface, 

circuitry carried on-board the carrier configured to generate a sdmularion pulse, the 
circuitry including programmable code that governs generation of the stimulation pul-sci. 

a communication bay carried on-board die carrier that is electricaUy coupled to die 
circuitry, die communicadon bay being sized and conBgured to establish a communicarion link 
between the circuitry and an external device to program the programmable code, di. 
communicarion bay also being sized and configured to hold a power source, and 

an electrode connection element carried on-board the carriet that is electricaUy 
coupled to the drcuitty, die electrode connection dement being 8i::ed and configured lo clecaicaUy 
engage at least a portion of the exposed region of the lead to eleciricaliy couple the electrode to the 
circuitry to percutaneously apply the stimulation pulse to the tissue region. 

14 (Previously Presented). An assembly according to claim 13 

wherein die communication bay is also sized and configured to hold a power source 
that can be released and replaced. 

15 (Original), An assembly according to claim 14 

further including instmctions prescribing the release and replacement of tiic power 
source according to a preset schedule. 

16 (Original). An assembly according to claim 13 or 14 
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wherein the powcx source comprises a battery. 

17 (Cancelled). 

18 (Previously Presented). A neuromuscular srimularioft assembly comprising 

at least one electrode sized and configured for implantation in a targeted netual or 
musicuJar tissue region, 

a percutaneous lead electrically coupled to the electrode and including an exposed 
region adapted to be projecting through an external skin eur&ce, 

a earner sized and configured to be worn on tlie extcinal skin surface. 

circuitry carried on-board the carrier configured to generate a stimulation puJse, 

an electronics bay carried on-boatd the carrier that is sized and configured to hold 
the circuitry for selective release from the carrier, and 

an electrode connection clement carried on-boatd the carrier that is electrically 
coupled to the circuitry, the electrode connection element being siaed and configured to electrically 
engage at least a portion of die exposed region of the lead to electrically couple the elecliude to die 
circuitry to petcutaneously apply the sdmulation pulse to the dssue region. 

19 (Previously Presented). A neuromuscular stimulation assembly comprising 

at least one ekctrnde sized and configured for implantation in a taigeted neural or 
muscular tissue region, 

a percutaneous lead electricaUy coupled to the electrode and including hu exposed 

region adapted to be projecting through an external skin surface. 

a carrier sized and configured to be worn on the external skin surface, 

ft region catried on-board the carrier sized and configured to adhere die carrier to the 

external skin surface and to accommodate selective detachment of the carrier from the external skin 

surfiice, 

circuitry carried on-board the carrier configuied to generate a srimuktion pulse, and 
an electrode connection element carried on-board the carrier that is electrically 
coupled to the circuitry. Ae electrode connection element being sized and configured to electrically 
engage at least a portion of the exposed region of the lead to electrically couple the electrode to the 
dtcuitry to pcrcutancously apply the srimularion pulse to the tissue region. 

20 (Previously Presented). A neuromuscular stimulation assembly comprising 
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at least one electrode sized and configuxed for unplsmtation in a tatgeted neural or 
muscular tissue region, 

a percutaneous lead clcctricaUy coupled to Ac electrode and including an exposed 
region adapted to be projecting ditough an external »kin sur&ce, 

a caixiei sized and configurer! to be worn on the external skin sutfece. dn: carrier 
comprises separable sections that can be manipulated to open the carrier to accommodate passage 
of die exposed region of die Ittid into electrical engagement -widi an electrode connection clement 
and lo dose the carrier to capture the exposed region of the lead witliin die electrode connection 
element, 

ciicuitiy carried on-board the carrier configured to generate a stimulation pulse, and 
the electrode connection element being carried on-board die carrier and electrically 

coupled to die circuitry, die electrode connection element being isijsed and configured to elcctricaUy 

engage at least a portion of die exposed region of die lead to electrically couple die electrode to die 

circuitry to percutaneously apply the stbiuladon pulse to die tissue region. 

21 (Previously Ptesented). A neuromuscular stimulation asvscmbly coraprisiiig 

at least one electrode sized and configured for implantation in a targeted neural or 

muscular tissue region, 

a percutaneous lead electricaUy coupled to die clectirodc and including an exposed 
region adapted to be projecting through an external skin surface. 

a carrier sized and configured to be worn on the ejctctnal skin suifacc. 

circuitry carried on-board the carrier configured to generate a srimulation pulse, and 

an electrode comicction clement carried on-board die carrier tliat is clcctricaUy 
coupled to die drcuitty, the electrode connection element comprises a trough to route die exposed 
region of die lead, die electrode connection ekment being sized and configured to electrically 
engage at least a portion of tiie exposed region of die lead to electricaUy couple die electrode to die 
circuitry to percutaneously apply die stimulation pulse to the tissue legion. 

22 (Currcndy Amended). A neuromuscular stimulation system coinprisin>( 
a earner sized and configured to be worn on an external skin .surface At or near a 
tatgeted neutal or muscular region, die carrier including circuitry configured to generate a 
stimulation pulse, a power input bay sized and configured to hold a disposable banery for die 
circuitty tiiat can be released and replaced for pawcdu^teeHfttgifig-die dtcuitry, and an electrode 
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conneciiuxj element ihat: is sized and configured to electrically engage an electrode lead for an 

ckctTodc that has been percutancously implanted in the targeted (issue region, to percutaneously 

apply the stimulation pulse to the targeted tissue region, 

instructions fiimished by a clinician or carepiver or p >.vsir»n pr-^^^hi^^. the release 

and replacement of the dispusabkbattery according to a prescribed b^rrerv tct>l^>e«m^n^ r^^ r,rr,. rh. 
prKs cribed battery replar^m^nt regime comprising th«^. rrp 1ar^...-..t of ihc disp osahl^ h^m>ty »n . 
pr?gfflhgd tgpeated hn^\^ simibr tr, adrninisterinp a pill ..nrf^r presttrih^^H p j1 1..ba..;ed mr^dir^ri^t. 

a supply of jigBfisablS-battcties^ch battery comprisi ng a dose power for dit^ 
cirqutiy foy a^imiflistraHon atXPldin^ to the prescrih^d ] fott^ replar^m^r m^^. .. .M^.^nj. 
d io drcui o y aecoiding to the pj - ooct ochcdvdt. 

23 (Otigina^. A system according to claim 22 

wherein the circuitry includes programmable code governing generation of the 
stimulation pulse. 

24 (Original). A system according to claim 23 

wherein the carrier includes means fot establisliing a communicarion link between 
the circuitry and an external device to program the ptogrammable code. 

25 (Curtendy Amended). A method for providing a ncuromuscukr srimulation 
fiinction comprising 

providing a neuromuscular stimulation system comprising a carrier sized and 
configured to be worn by an indi^'idual, die carrier including circuiay config,jred to generate a 
stimulation pulse, a power input bay sized and config.jred to hold a dieposabl^battery for die 
circuitry that can be released and replaced for powerir,e rectmrgi^the circuitry, and an dectrode 
connection dement that is sized and configured to electrically engage an electrode lead for an 
electrode diat has been percutaneously implanted in a targeted tissue region, to percutaneously apply 
the stimulation pulse to die targeted tissue region, 

providing instmctions fu mish.;d bv a cHoician or c ^ reHver or p hy^iri.^ p.^c-.;i.;.,j, 
the release and replacement of the dispasabk_batteiy according to a prescribed barr^rv r^.pl.c.n,.n"r 
rgpime . the prescribed battery replacement re,rime mmp risi ntr the rcp kr^^n acnt of the H;.p .,.f.hU 
battery pn a prescribed rrpeated basis similar to admini.t.r i" !! " p ill under . prescrihpd p ill.l^^.H 
medication tt^f Ami' j , tt^ot , ^.■hn>^.,^ .. 
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providing a supply of dispojable batterie s, each bachi r v comprising a Josp of power 
■ for tht; dTCTiitty for adminisfrntion arrorHinp rc the prP s cribed hartery repkcement rep itn^ f^, 
rcuhaiging On; cifcu i ay aecotding to the [ucau ochcdulc: 

26. (Otigkia^. A method according to claim 25 wherein the neuromusculat 
Stimulation fimcdon includes a fimction selected from a group comprising 0 maintenance of muscle 
foncrion; (ii) tissue or bone regeneration; (iii) continuous active motion therapy; (iv) anti-scaoing 
treatment; (v) diagnostic assessment; (vi) ncuroplasticity therapy; (vii) and spasm therapy; (viii) pain 
therapy; (ix) post-surgical recooditioning; (x) anti-thrombosis diewpy; and (xi) treaniient of 
osteoporosis. 

27 (Withdrawn). A pcraitancous electrode assembly comprising 

a flexible body including an electrically conductive region, a tissue penetrating region 

for implontarion of the electrically conductive region in a targeted tissue region, and a percutaneous 

lead electrically coupled to the electrically conductive region, 

an anchoring clement on ihc flexible body to resist movement of die electrically 
conductive region within tissue, and 

an introducer having an interior lumen sized and configured to receive die flexible 

body and shield die anchoring dement ftom contact with tissue while the el.=ctrically conductive 

region is placed to a desired position widiin tissue, die introducer also being si^^ed and configured to 

accommodate advancement of die anchoring element beyond die interior lumen for contact wiih 

tissue to resist movement of die electrically conductive region placed in die desired position. 

28 (Wididrawn). A method of implanting a percutaneous electrode comprising die 
steps of 

ptoviding a percutaneous electrode widi an anchoring clement to resist movement of 
die percutaneous electrode widiin tissue, 

inserting die percutaneous electrode within an introducer diat shields d,e anchoring 
element from contact with tissue, 

implanting die percutaneous electrode while inserted widiin die inUoduccr, to place 
the percutaneous electrode in a desired location within tissue, and 

wididrawing die introducer to place die anchoring element in contact widi tissue, 
diereby resisting movement of die peicutaneous electrode ftom die desired position. 

29 (Withdrawn). A method according to claim 28 
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further including, during the implanting sfep, a step of coupling the percutaneous 
electrode to a sdmukling circuit to provoke a tissiie stimulation response to place die percutaneous 
electrode in the desired location. 

30 (Previously PresentccT). An assetnbly according to claim 20 

wherdn the electrode connection element comprises a trough to route the exposed 
region of the lead 

31 (Currently Amended). A neuromuscular stimulation system comprising 

a catrier sized and configured U) be worn by an individual, the carrier including 
circuitry configured to generate a sdtauktion pulse, a power input bay si^ed and configured to hold 
a di5p£j^b!e_battery for the circuitry that can be released and replaced for pQwsaiie.feehf«giflg-the 
dicuitty. Mid an electrode connection clement that is sized and configured to electrically engage an 
electrode lead fot an electrode that has been percutancously in^planted in a tatgeted tissue region, to 
percutaneously apply the stimulation pulse Ly die targeted tissue regbn, 

instructions furmsb^d by a cliqjcian nr c^re^er p hy^irj.n p,.....^>.;^jv ^^i^^^ 
and replacement of the disposabk.battery according to a pr escribed h»H^ rep kcemenf r.gim. A. 
prescribed barreiy rrp hrrmeni n- gime comprising the rep kcemenf nf rh. H^o po^.b!. b^ri^ry . 
gresmb ed repeated basis similar to admintsterinp . p jll nn.^.. prescribed p i)Uh..^ri rT,.H..-.H^„ 
regms .ptfliict ochcdulc, and 

a supply of riji>pOi«able batteries , each battery r:nf»p t^.jnj> o .l,>s e of pnwfr for the 
circuittY for iidministtadon arrorJinff th. p r^,..:K...i n^ tterv le pl:. re-men r r^^^. for tccharging 
th e gifcaiitry acc o rding to die pieuci aGhcdulc t 

32 (Previously Presented). A system according to cLiim 31 

wherein die citcuitty includes progtammable code governing generation of die 
stimulation pulse. 

33 (Fmviously Presented). A system according to claim 32 

wherein die eairier includes means for establishing a communicadon link between 
die circuitry and an external, device to program die programmable code. 

34 (New). A system according to claim 22 or 31 

wherein die prescribed battery replacement regime comprises the replacement of the 
disposable battery repeated at least on about a daily basis. 

35 (New). A system according to claim 22 or 31. 
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whetein the ptescribed batteiy replacement regmic comprises the replacement of the 
disposable battery repeated at kast on about a weekly ba^is. 

36 (New). A method according to claim 25 

wherein the prescribed battery replacement regime comprises the replacement of the 
disposable battery repeatud at least on about a daily basis. 

37 (New). A method according to claim 25 

wherein the prescribed battery replacement regime comprises die replacement of the 
disposable battery repeated at least on about a weekly basis. 
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